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• Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Status 
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7) D Claim(s) is/are objected to. 
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Application Papers 
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1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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2.£3 Certified copies of the priority documents have been received in Application No. 10/030,902 . 
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DETAILED ACTION 
Status of the Application 

Receipt of the Response and Amendment after Non-Final Office Action, Applicant's 
Arguments/Remarks and the request for extension of time (2 months granted), all filed 03/19/07 
is acknowledged. 

Upon further consideration, the previous Non-Final Office Action filed 10/1 1/06 has been 
withdrawn. The following are the new grounds of rejection: 

Claims 15-50 are pending in this action. Claim 1 has been cancelled herein. Claims 2-14 
were previously cancelled. Claims 15-50 remain rejected. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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Claims 15-50 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ueda 
et al. (EPO 0 211 079 Al) in view of Brown (WO 97/35537) and vice versa. 

The instant invention is drawn to a delivery capsule having at least two separate 
chambers, the capsule including a dividing wall or septum defining in part two separate 
chambers, wherein the dividing wall or septum comprises two layers of material adhered 
together with an adhesive material 

Ueda et al. ('079) teach a soft multi-chamber delivery capsule, process of making and an 
apparatus for producing the capsule, wherein the capsule consists of a covering, the inner space 
of which is divided into a plurality of chambers by at least one partition. The number of such 
chambers is usually two, and the space between the first and second coverings is divided into 
two chambers by a partition provided therebetween. The capsule comprises a first, second and 
third film, whereby the films are joined under pressure, except their respective capsule-defining 
portions. The chambers contain materials, such as medicine, cosmetics or food (see Abstract). 

Ueda teaches a soft capsule of novel structure, which, although single, is adapted to 
stably enclose at least two kinds of incompatible contents, and which can be made, for example, 
to have one portion of rapidly soluble or intragastrically soluble properties and the other portion 
of prolonged release or enteric properties, or to have one portion with a rapid release action and 
the other portion with a delayed release action. With the multicellular soft capsule, different 
contents can be enclosed in the different cells (page 2, lines 1 5-23). 

Any material usually used for the shell of the soft capsules is usable for forming the 
shells and partition, such as gelatin, plasticizers, perfume, pigments, solubility, adjusting agents, 
etc. can be added as desired (pg. 11, lines 6-11). 
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The multicellular capsule may be of any shape, such as oval shape, oblong form, round 
form, tubular form or in the form of a suppository (pg. 11, lines 16-21). 

The examples on pages 13-17 demonstrate the method of manufacturing the multicellular 
soft capsules. 

It is noted that Ueda teaches a single film, whereas Applicants utilize two layers of 
material (adhered together with an adhesive material). However, it is the position of the 
Examiner that the soft capsules of Ueda entail a similar function and purpose as that of the 
instantly claimed delivery capsule. Ueda explicitly teaches a soft, divided, multi-compartmented 
capsule to hold various active substances that can be incompatible with each other. Moreover, 
Applicants have not demonstrated any significant patentable distinction between the Ueda 
delivery capsule and the instant delivery capsule. The Ueda capsule would be capable of 
imparting effective drug delivery to a user in need thereof. 

Ueda et al. do not explicitly teach chambers containing metered doses of materials 
contained within the capsule. 

Brown ('537) teaches capsules comprising metered doses of substances to be 
encapsulated within the capsule, carried out through injection, wherein as the doses of substances 
are injected between the heated films, the films deform to line the indentations, forming series of 
pairs of opposed capsule halves containing the substance (see page 6, lines 5-19). 

Therefore it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use the capsules of Brown within the teachings of Ueda, because Brown 
explicitly teaches capsules that can efficiently comprise metered doses of substances contained 
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within the capsule. The expected result would be an improved multicellular capsule comprising 
metered doses of varying substances for effective capsule delivery. 

Brown ('537) discloses capsules, a method of encapsulation and an encapsulation 
apparatus, wherein the capsules comprise metered doses of substances to be encapsulated within 
the capsule, wherein as the doses of substances are injected between the heated films, the films 
deform to line the indentations, forming series of pairs of opposed capsule halves containing the 
substance. The pairs of capsule halves are then brought together, sealed and cut, thus forming 
capsules containing the substance. 

The method of encapsulation is characterized by supplying to an encapsulation unit, two 
films of like material capable of deforming elastically at least when partially solvated, and 
applying solvent to at least one of the films prior to encapsulation to cause partial solvation of 
the material surface, such that the partially solvated surface can adhere to and seal with the film 
material. The invention enables encapsulation-using materials other than gelatin, such as 
polyvinyl alcohol. Further suitable materials include alginate, hydroxypropyl methyl cellulose 
and polyethylene oxide, for example (see page 6, lines 5-19 and Abstract). 

Brown teaches a single chamber that is not divided. Brown does not teach two separate 
chambers having a dividing wall or partition. 
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Ueda ('079) teaches a soft multi-chamber delivery capsule, process of making and an 
apparatus for producing the capsule, wherein the capsule consists of a covering, the inner space 
of which is divided into a plurality of chambers by at least one partition. The number of such 
chambers is usually two, and the space between the first and second coverings is divided into 
two chambers by a partition provided therebetween. The capsule comprises a first, second and 
third film, whereby the films are joined under pressure, except their respective capsule-defining 
portions. The chambers contain materials, such as medicine, cosmetics or food (see Abstract). 

Ueda teaches a soft capsule of novel structure, which, although single, is adapted to 
stably enclose at least two kinds of incompatible contents, and which can be made, for example, 
to have one portion of rapidly soluble or intragastrically soluble properties and the other portion 
of prolonged release or enteric properties, or to have one portion with a rapid release action and 
the other portion with a delayed release action. With the multicellular soft capsule, different 
contents can be enclosed in the different cells (page 2, lines 15-23). 

Therefore it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to incorporate multi-compartments comprising a partition as taught by Ueda 
within the capsules of Brown. One of ordinary skill in the art would be motivated to do so with a 
reasonable expectation of success because Ueda teaches a soft multi-chamber delivery capsule 
containing a partition, whereby the multiple compartments function to hold at least two 
components or substances that can be incompatible with each other. The expected result would 
be an improved multi-compartmented capsule for delivering metered doses of varied active 
substances. 
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Response to Arguments 
Applicant's arguments filed 3/19/07 have been fully considered and were found to be 
partially persuasive. 

Applicant has overcome the following objection(s) and/or rejection(s) by virtue of the 
amendment and/or persuasive remarks: (1) The claim objection for claim 15 (duplicate claim) 
has been withdrawn by virtue of the cancellation of claim 1; (2) The 35 U.S.C. § 102(b) rejection 
of claims 1 and 15-50 over Brown (WO 97/35537) has been withdrawn; and (3) The 35 U.S.C. 
§ 102(b) rejection of claims 15, 16, 19, 20, 28-29, 31, 35-36, 38, 42, 43, 47 and 49 over Ueda 
(EPO 0 211 079) has been withdrawn. 

With regards to Brown ('537), Applicant argued, "Brown is generally directed to a 
method of encapsulation for forming capsules. The capsules are formed by bringing together 
two opposed capsule halves in the shape of open hemispheres, such that they form a single, 
undivided chamber. Nowhere is Brown seen to disclose or suggest a septum or a dividing wall 
of any kind, let alone a dividing wall or septum having two layers of material adhered together 
with an adhesive material." 

Applicant's arguments were persuasive. The rejection has now been reformulated as 

Ueda ('079) in view of Brown and vice versa. While Brown do not teach a divided capsule 

having more than one compartment, the Ueda reference has been relied upon for the teaching of 

a soft divided capsule having multiple compartments to hold various active substances that can 

be incompatible with each other. 

With regards to Ueda ('079), Applicant argued, "Ueda is directed to a multi-chamber 
capsule divided into a plurality of chambers, the chambers are divided by a single film. More 
particularly, Ueda teaches a system and method in which films are deformed into cavities in a rotating 
drum, such that the cavities are filled when the opening to these cavities are in a vertical or substantially vertical 
position. See Ueda, Figure 2; p. 9 11. 7-25. Alternatively, Ueda discloses filling one cavity when the cavity is 
in a horizontal position, applying a septum material to the top of this cavity, applying the second filling material to 
the top of the septum and then applying the second capsule cavity material on top of both the septum and the second 
filling material. See Ueda, p. 10, 1.17 -p. 11, 1.5. In both cases, the position of the cavities during filling is 
determined by Ueda's reliance on only a single septum material. This is entirely unlike the claimed invention, in 
which both capsule cavities can be filled when the entrance to the cavity is in the horizontal plane, with the use of 
septum materials for each cavity enabling the cavities to be sealed before these cavities are rotated. This provides a 
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far more simple and efficient filling process. In addition, this enables the cavities to be only partially filled (in 
contrast to Ueda and Brown, which both rely on the filling process to deform the film and create the cavities), 
allowing the capsules to have greater propensity for distortion of shape (e.g., "softness") such that, for example, the 
capsules may be more easily swallowed. Further, given the importance of the provisions of metered does, the greater 
efficiency in the filling of the capsules via the claimed methods are clearly of greater advantage. Moreover, there 
are technical reasons as to why one of ordinary skill in the art, reading Ueda, would not contemplate the use of 
adhesive, even to apply the single septum material disclosed therein to both sides of the capsule. As disclosed on 
page 9, lines 13-18 of Ueda, the three films must be compressed together prior to the filling of the capsules. This is 
because of the vertical nature of capsule filling in Ueda, as otherwise the filling material would simply not be caught 
by the capsules. If instead of compression, adhesive was relied upon to seal the films, it would be necessary to allow 
the adhesive to set prior to applying the filling material. This would significantly slow the process or production of 
Ueda, such that it would not be contemplated by one of ordinary skill in the art. This is particularly so, given that 
Ueda teaches that compression is an adequate form of sealing, removing any motivation to contemplate the use of 
adhesive as a sealing means. Accordingly, Brown and Ueda, whether taken alone or in combination, are not seen to 
disclose or suggest the features of independent Claims 15, 46 and 47, particularly with respect to at least the features 
of (i) a dividing wail or a septum having two layers of material adhered together with an adhesive material and (ii) 
supplying a respective film of a dividing septum material to each of two filled capsule portions." 

Applicant's arguments were not persuasive. Applicant's argument that "In both cases, 

the position of the cavities (vertical and horizontal) during filling is determined by Ueda's 

reliance on only a single septum material was not persuasive since Applicant has not established 

any significant patentable distinction, which accrues from the use of a two-layered film as a 

septum material. The capsule of Ueda functions in a similar manner to the capsule of the instant 

invention. The Ueda capsule is comprised of multiple compartments to hold different active 

substances. Applicant's argument that "the instant invention allows greater propensity for 

distortion of shape (e.g. softness) was not persuasive since the capsule of Ueda is a soft capsule 

which would also be easy to swallow. The argument that 'Ueda uses compression, rather than 

adhesive as a means for sealing' was not persuasive since the fact that Applicant uses an 

adhesion means for sealing purposes does not deter one of ordinary skill in the art from using the 

teachings of Ueda, who explicitly teaches a multi-compartmented capsule capable of holding 

various active substances that may be incompatible with each other. As noted above, the Ueda 

capsule functions in a similar manner and purpose as that of the instantly claimed capsule. 
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Absent any evidence or showing of unexpected results demonstrated by the instant invention, the 
teachings of the combined references meet the claim limitations of the instant invention. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (571) 272-0604. 
The examiner can normally be reached on Monday through Friday from 8:00A.M. to 5:30P.M., 
alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on (571) 272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have any questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Conclusion 



-No claims are allowed at this time. 



Correspondence 



June 06, 2007 
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